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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 
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after SIX (6) MONTHS from the mailing date of this communication, 

- If NO period for reply is specified above, the maximum statutory period will apply and will Qypkre SIX (6) MONTHS from the maBing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
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3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 
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4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) 13 Claim(s) 1-17 is/are rejected. 
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DETAILED ACTION 

Receipt of Information Disclosure Statements filed on 12/5/03 and 8/18/05 is 
acknowledged. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 

U.S.C. 102 that form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 1-3, and 7, 8 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Erianger et al. US 6593137 "Erianger" 

Erianger discloses a therapeutic antibody which is specific for a fullerene or derivative 
thereof, wherein the fullerene is selected from the group consisting of a fullerene carbon 
compound having from 20 to 540 carbon atoms, (col, 2, lines 15-18). Erianger discloses 
that the possibility of covaient linkage between fullerenes and a specific monoclonal 
antibody is raised and can be tested (col. 20, lines 4-6), and explains the way of testing 
the linkage in (col. 20, Lines 18+). Erianger discloses that a detectable label for the 
antibody can be selected from the group consisting of a radioactive isotope (col. 13, 
Lines 55-57) and that the Metal lofullerenes are made using stable isotopes of the 
lanthanides (Lanthanides include Holmium "Ho", Lutitium "Lu" and Samarium "Sm" 
which are of the Markush group recited in instant claims 7, and 14(col. 27, lines 13-20). 



Claim Rejections • 35 USC § 103 
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1 . The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

2. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e). (f) or (g) 
prior art under 35 U.S.C. 1 03(a). 

Claim 1 -1 7 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Erianger et al. US 6593137 "Erianger" in view of 

Williams JA et al. (Targeting and therapy of human glioma xenografts in vivo using 
radiolabeled antibodies.) Int J Radiat Oncol Biol Phys. 1990 Sep;19(3):633-42 
(hereinafter "Williams"). 
Erianger has been discussed partially above. 

In addition to the previous discussion, Erianger teaches that as part of his 
investigation three fullerene peptide derivatives halve been prepared that are highly 
water soluble and can bind to C60 fullerene (col. 18, lines 4-10). Erianger also discloses 
that cancer therapies with these compounds (which is mainly a disease that afflicts 



Application/Control Number: 1 0/623, 1 90 Page 4 

Art Unit: 1618 

mammals) have already been establlshecl (col. 27, lines 32-39). The pharmaceutically 
acceptable carrier recited in claim 5 of the instant application is obvious to people skilled 
in the art since most of the compounds used in treatment of diseases need a 
pharmaceutically acceptable carrier. In addition Erianger offers the fonnuia 
(Ho@C.sub.82)R (where R is a group inducing water solubility and Ho is the isotope 
metal) (col. 27, lines 13-20). 

It would have been obvious to one skilled In the art at the time the invention was 
made to use the researches disclosed by Erianger as a method to treat cancers 
because Erianger disclosed that the metallofullerenes-based RIT treatments is one long 
term goal of these studies and precedents for mAb-based cancer therapies have 
already been established. For example, the mAb B72.3, developed at the National 
Cancer Institute, has been approved by the FDA and licensed by the NIH to 
pharmaceutical companies (col. 27, lines 30-40). 

Erianger did not disclose the Ab comprising an antigen-binding sit selected from 
the group recited in claim 4. 

Williams disclosed radiolabeled antibodies provide a potential basis for selective 
radiotherapy of human gliomas. Williams used monoclonal antibodies QCI054 and 
ZME018, which define a tumor-associated and a second melanoma-associated antigen, 
respectively, demonstrate positive immunoperoxidase staining of the tumor. 

Because William disclosed the effectiveness of ZME-018 In treating cancers, It 
would have been obvious to a man skilled in the art at the time the Invention was made 
to use ZME-018 with fullerene to therapeutically target the cancer site. The expected 
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result would be a composition that comprises a fullerene, an anti-body, and a 
radioisotope to be used in a method of treating a cancer. 

The two references did not disclose the doses for using these compounds to 
treat cancers or oxidative stress syndrome. However, it is within the skills of an artisan 
to adjust the dose according to the severity of the condition and the needs of the 
patient. 

Double Patentutg 

3 . The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. A nonstatutory obviousness-type double patenting rejection 
is appropriate where the conflicting claims are not identical, but at least one examined 
application claim is not patentably distinct from the reference claim(s) because the examined 
application claim is either anticipated by, or would have been obvious over, the reference 
claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re 
Goodman, 1 1 F.Bd 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Omum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re 
Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may 
be used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent either is shown to be commonly owned 
with this application, or claims an invention made as a result of activities undertaken within the 
scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee mxist fully comply with 37 CFR 
3.73(b). 

4. Claims 1-5 are provisionally rejected on the ground of nonstatutory obviousness- 
type double patenting as being unpatentable over claims 1-5 of copending Application 
No. 10/623,190. Although the conflicting claims are not identical, they are not 
patentably distinct from each other because the two sets of claims 1-5 in both '190 and 
'110 recite a fullerene or nanotube of the same formula comprising an Ab moiety 
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covalently linked to the C„ wherein the C„ is substituted with one or more water 
solubilizing groups and the composition comprises a pharmaceutical carrier. The 
difference between the two application is that claim 1 of '190 recites the molecule 
comprises a radioisotope (M). However, the presence of an isotope would not 
differentiate the two claims from one another since the "comprise" language of claim 1 
in '1 10 does not exclude the presence of any additional compounds. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Nabila G. Ebrahim whose telephone number is 571-272- 
81 51 . The examiner can normally be reached on 8:00AM-5:00PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Hartley can be reached on 571-272-0616. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status Information for unpublished applications Is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (BBC) at 866-217-9197 (toll-free). 

Nabila Ebrahim ^ 5/21/06 




MICHAEL G. HARTLEY^^O 
SUPERVISORY PATPNT EXAMINER 



